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Research Triangle Park, NC 27709
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Explanauon: Use additional page(s) if necessary. (For Section | and Section Il.)

Application for registration of a new end-use product containing the plant-incorporated protectants Cry1Ab, Vip3Aa20 and Cry1F, and the
genetic materials necessary for their production in corn.

PROPOSED FEE CATEGORY IS ‘B880°. The pesticide registration service fee for this category is $27,563.
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1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name Title Telephone No. (Include Area Code)
Henry-York Steiner, Ph. D, Regulatory Affairs Manager (919) 541-8652
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| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Received
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both under applicable law.
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Form App.wved OMB No. 2070-0060

wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Rewu.uuis Act Notice: ..« public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completir  he necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Intormation Management Division (2137), U.S. Environmental Protection Agency,

401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.
DATA MATRIX

Date: January 29, 2010 EPA Reg. No.fFile Symbol: 67979- Page 1 of 2
Applicant's/Registrant's Name & Address:

Syngenta Seeds, Inc., P.O. Box 12257, 3054 E. Comwallis Rd., Research Triangle Park, NC 27709 Product: Btll x MIR162 x TC1507 Corn
Ingredient  Bacillus thuringiensis Cryl Ab, Vip3Aa20 and Cry1F proteins and the genetic material necessary for their production in Btl1 x MIR162 x TC1507 corn
Guideline Reference Number Guideline Study Name I MRID Number I Submitter | Status I Note

Volumes Specifically Supporting the Combined Plant-Incorporated Protectants in the New Product, Bt11 x MIR162 x TC1507 Corn

Steiner. H-Y. (2009). Administrative materials in
support of the application for registration of the CrylAb,
N/A | Vip3Aa20 and Cry!F plant-incorporated protectants in Volume | of this
Btll x MIR162 x TC1507 corn N/A Syngenta Seeds, Inc. OWN submission
151-20, 151-21, 151-22, 151-26 Burroughs. J.. Long.. N. (2009). Event Btll x MIR162 x
885.1100, 885.1200, 885.1300, | TC1507 x GA21 Corn: Comparative Southern Blot Volume 2 of this
885.2100 Analysis. SSB-106-10 N/A Syngenta Seeds. Inc. OWN submission
Bednarcik. M. (2009) Comparison of Transgenic Protein
Concentrations in Event Btl 1. Event MIR 162,
151-23, 151-25. 151-26. 1534 Event TC1507. Event GA21. and
885.1400, 885-1500. 885.220C  Btll x MIR162 x TC1507 x GA21 Corn Hybrids. SSB- Volume 3 of this
885.2400, 885.2500 036-09 N/A Syngenta Seeds. Inc. OWN submission
McCormick, L.. White, J.. Sagers. J.. Scriven, M.,
Meehan, M.. Meghji, M. (2009). Insecticidal Efficacy of
aBtll x MIR162 x TC1507 x GA21 Corn Hybrid
Against European Corn Borer In the Greenhouse. SSB- Volume 4 of this
N/A 154-09 N/A Syngenta Seeds. Inc. OWN submission
McCormick, L., White. J.. Sagers. J.. Scriven, M.
Meehan, M., Meghji, M. (2009). Insecticidal Efficacy of
aBtll x MIR162 x TC15( : GA21 Corn Hybrid Volume 5 of this
N/A Against Fall Armyworm i u.€ Greenhouse. SSB-153-09 N/A Syngenta Seeds. Inc. OWN submission
Fan. Y.. Ward. K.. Raybould, A. (2009). Investigation of
the Potential Interaction among the Insecticidal Proteins
CrylAb, Vip3Aa20 and CrylF on Insects Ostrinia Volume 6 of this
OPPTS 8854340 nubilalis and Spodoptera frugiperda. SSB-035-09 N/A Syngenta Seeds. Inc. OWN submission
Signature Name and Title Date
yé -~ Henry-York Steiner, January 29, 2010
m.:)-a Regulatory Affairs Mgr.
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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Form Approved OMB No. 2070-0060

YEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
40 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: January 29, 2010 EPA Reg. No./File Symbol: 67979- Page 2 of 2
Applicant's/Registrant's Name & Address:
Syngenta Seeds, Inc., P.O. Box 12257, 3054 E. Cornwallis Rd., Research Triangle Park, NC 27709 Product: Btll x MIR162 x TC1507 Comn
Ingredient Bacillus thuringiensis Cry1 Ab, Vip3Aa20 and Cry!F proteins and the genetic material necessary for their production in corn
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Raybould (2009) Environmental Safety Assessment for
Btl1 x MIR162 x TC1507 Stacked Corn (Field Corn) Volume 7 of this
885. Group D Hybrids. SSB-197-09 N/A Syngenta Seeds, Inc. OWN submission
Kurtz, R. (2009) Insect Resistance Management Plan for Volume 8 of this
N/A Btl1l x MIR162 x TC1507 Corn. SSB-101-10 N/A Syngenta Seeds. Inc. OWN submission
Storer, N., Kurtz, R. (2010) Assessment of Cross-
Resistance Potential between CrylF and CrylAb or Volume 9 of this
N/A Vip3A in Key Lepidopteran Pests of Corn. IRM 1001 N/A Syngenta Seeds, Inc. PER submission
Burton, S.. Storer, N. (2009) Response of CrylF-Resistant
and Susceptible Fall Armyworm Colonies to Cry1Fa, Volume 10 of this
N/A CrylAb. and Vip3A Proteins. DAI 0939 N/A Syngenta Seeds. Inc. PER submission

4

Signature Name and Title Date
yé -~ Henry-York Steiner, January 29, 2010
m..ja Regulatory Affairs Mgr.
EPA Form 8570-35 (9-97) Electronic and Paper versions availabie. Submit only Paper version. Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGEI Y

401 M Street, S.W.
Washington, D.C. 20460

SEPA

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send cor ents regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2  7), U.S. Environmentai Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: January 29, 2010 EPA Reg. No /File Symbol: 67979-12 | Page 1 of 5
Applicant's/Registrant's Name & Address:
Syngenta Seeds, Inc., P.O. Box 12257, 3054 E. Cornwallis Rd., Research Triangle Park, NC 27709 Product.  Btl1 x MIR162 Corn
Ingredient  Bacillus thuringiensis Cry1 Ab protein and Vip3Aa20 proteins and the genetic material necessary for their production in Btl 1 x MIR162 corn
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Huber S. (2009) Administrative Materials for
the Responses to the Terms and Conditions
(90-day) for the Registrations of Btl1 x Submission
N/A MIR162 corn (67979-12) and Bt11 x MIR162 dated May 12,
x MIR604 corn (67979-13) 477526-00 Syngenta Seeds, Inc. OWN 2009
Guyer D. (2009) Description of the IRM Submission
;géff%é‘s'ﬁs‘g.}%f‘ 818551.-123(:)0. Compliance and Stewardship Requirements dated May 12,
885.2100 for Bt11 X MIR162 Corn 477526-01 Syngenta Seeds, Inc. OWN 2009
15123 15* ~*. 151-26. 17" 4 Guyer D. (2009) Description of the IRM Submission
885.1400. wo3-1500. 8....200. | Compliance and Stewardship Requirements dated May 12,
885.2400, 885.2500 for B X MIR162 X MIR604 Comn 477526-02 Syngenta Seeds, Inc. OWN 2009
Kurtz R. (2009) The Vip3Aa2 esistance
Monitoring and Remedial Action Plan for
BtlI X MIR162 and Bt11 X MIR162 X
MIR604 and Inclusion of Bt11 x MIR162 X Submission
MIR604 into the mCry3A Resistance dated May 12,
885. Group D Monitoring Program 477526-03 Syngenta Seeds, Inc. OWN 2009
yé @ - - Name and Title Date
”"3" Henry-York Steiner, Ph. D. January 29, 2010
Signature Regulatory Affairs Mgr.

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency internal Use Copy
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Section II. Summary of the Application

Syngenta has developed the combined insecticidal trait product Bt11 x MIR162 x TC1507 corn.
The Bt11 x MIR162 x TC1507 stacked product was developed by combining the transgenic traits
in Event Btl1 corn, which expresses a truncated Bacillus thuringiensis (Bt) Cryl1Ab protein for
control of certain lepidopteran pests, with Event MIR162 corn, which expresses a Bt Vip3Aa20
protein for control of certain lepidopteran pests and TC1507 corn, which expresses a Bf CrylF
protein for control or suppression of certain lepidopteran pests. The genes in these separate
transgenic products were combined into the same corn variety through conventional breeding.
Bringing these three insecticidal traits together in the same plant offers growers a convenient,
reliable, and low-risk approach for limiting crop damage caused by a number of the major insect
pests of corn.

This application for a FIFRA Section 3 registration of the active ingredients in Btl1 x MIR162 x
TC1507 corn is accompanied by data volumes that describe the results of molecular
characterization, protein level determination, product efficacy, environmental risk and resistance
management studies. These studies substantiate the equivalence of Btll x MIR162 x T 1507
corn and corn derived from the component transformation events and non-transgenic control corn.
This application further relies upon studies previously submitted to EPA for CrylAb, Vip3Aa20
and CrylF (including public interest assessments), which are cited in the data matrix and cited
with permission from DOW Agrisciences (DAS). The Btl x MIR162 x TC1507 corn product
will be marketed in varieties also containing Event GA2~ which expresses a dmepsps gene
conferring tolerance to glyphosate containing herbicides. This Btl1 x MIR162 x TC1507 x GA21
plant material was used in the majority of the studies submitted with this application.

Syngenta Seeds, Inc. Btl 1xMIR162xTC1507-EPA-1 Page 29 of 49
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Btl1 x MIR162 X TC1507 Corn
[Alternate brand name: Agrisure®™” Viptera”™ 3220 Refuge renew]
OECD Unique Identifier: SYN-BT@11-1 x SYN-IR162-4 x DAS-01507-1

Plant-incorporated protectant:
CrylAb, Vip3Aa20 and CrylF proteins for control of corn borers and other lepidopteran
pests

This product is effective in controlling corn leaf, stalk, and ear damage caused by certain
lepidopteran pests.

Active Ingredients:
Bacillus thuringiensis Cryl Ab delta-endotoxin protein and the genetic material necessary for its
production (via elements of vector pZ01502) in corn event Bt11 (SYN-BTO11-1)........... <0.00103%*

Bacillus thuringiensis Vip3Aa20 insecticidal protein and the genetic material necessary for
its production (via elements of vector pNOV1300) in MIR162 corn event
L0000 B 1 722 TP <0.00256%*

Bacillus thuringiensis CrylF delta-endotoxin protein and the genetic material necessary for
its production (via elements of vector PHI8999) in corn event TC1507 (DAS-Q1507-
1) e <0.00077%*

Other Ingredients:
A marker protein and the genetic material necessary for its production (via elements of vector
pZ01502) in corn event Btl | (SYN-BTO11-1) and (via elements of vector PHI8999) in corn

event TC1507 (DAS-O1507-1). .o <0.00017%*

A marker protein and the genetic material necessary for its production (via elements of vector
pNOV1300) in corn event MIR162 (SYN-IR162-4)... ....oiiiiiiiiiiiiiiiiiien e, <0.00025%*

*Percent (wt/wt) of whole plant on a dry weight basis

CAUTION
KEEP OUT OF REACH OF CHILDREN
EPA Registration No. 67979- Syngenta Seeds, Inc.
EPA Establishment No. 66736-NC-01 P.O. Box 12257
3054 East Cornwallis Rd.

Research Triangle Park, NC 27709

"™ Agrisure is a trademark of a Syngenta Group company
™ Viptera is a trademark of a Syngenta Group company
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DIRECTIONS FOR USE

[t is a violation of federal law to use this product in any manner inconsistent with this labeling.
All corn seed that contains the plant-incorporated protectant sold or distributed by Syngenta
Seeds, Inc. or its distributors must be accompanied by informational material (e.g., a bag tag)
indicating the registration number (67979- ) and the active ingredients, and stipulating that
growers read the Grower Guide (or equivalent guidance) prior to planting the seed.

Insects Controlled or Suppressed

Field corn has been genetically transformed to produce the insecticidal proteins, CrylAb,
Vip3Aa20 and CrylF, for control or suppression of the following lepidopteran insects:

European corn borer (Ostrinia nubilalis)
Southwestern corn borer (Diatraea grandiosella)
Southern cornstalk borer (Diatraea crambidoides)
Corn earworm (Helicoverpa zea)

Fall armyworm (Spodoptera frugiperda)

Beet armyworm (Spodoptera exigua)

Black cutworm (Agrotis ipsilon)

Western bean cutworm (Striacosta albicosta)
Sugarcane borer (Diatraea saccharalis)

Lesser cornstalk borer (Elasmopalpus lignosellus)
Dingy Cutworm (Feltia jaculifera)

Common stalk borer (Papaipema nebris)

Insect Resistance Management

The following information regarding commercial production Btll x MIR162 x TC1507 corn must be
included in the Grower Guide (or equivalent).

e Specifically, growers must plant a structured refuge of at least 5% non-Bt com (20% in cotton
growing* regions) and/or nonlepidopteran-resistant Bt corn that may be treated with insecticides,

as detailed below, to control lepidopteran stalk-boring and other pests.

e Refuge planting options include: separate fields, blocks within fields (e.g., along the
edges or headlands), perimeter strips, and strips across the field.

e External refuges must be planted within 2 mile.

e  When planting the refuge as strips across the field or as perimeter strips, refuges must be
at least four consecutive rows wide.

e [nsecticide treatments for control of European corn borer (ECB), corn earworm (CEW),
southwestern corn borer (SWCB), and other lepidopteran pests listed on the label, grower

Syngenta Seeds, Inc. Bt11xMIR162xTC1507-EPA-1 Page 32 of 49
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Section IV. Residue Data

The Bacillus thuringiensis Bt Cryl Ab d-endotoxin protein and the genetic material necessary for
its production in all plants is exempt from tolerance requirements in all plants under 40 CFR
§174.511.

An exemption from the requirement of a tolerance for Vip3Aa proteins in corn and cotton has
been established under 40 CFR § 174.501. The exemptior rom the requirement of a tolerance
for residues of Vip3Aa proteins is inclusive of the Vip3Aa20 insecticidal protein and its use in
corn.

An exemption from the requiremen Hf a tolerance for Bacillus thuringiensis CrylF protein and
the genetic material necessary for its production in corn (non-Event specific) was granted under
40 CFR §174.520.

The marker substance in MIR162, phosphomannose isomerase (PMI), and the genetic material
necessary for its production in all plants is exempt from the requirement of a tolerance under 40
CFR §174.527.

The marker substance in Btll and TC1507 corn, phosphinothricin acetyltransferase (PAT)
enzyme, and the genetic material necessary for its production in all plants is exempt from the
requirement of a tolerance under 40 CFR §174.522.
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